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Multiple level ACDF (C4-C7) 

Immediate post-op 




Multiple level ACDF (C4-C7) 

12 week follow-up 



Axial Slots i 

Allow post-operative settling via 
axial screw translation. 

Pre-Compression Techniques 

*i 

Allow pre-compression of the graft , * 
construct to optimize ft and graft 
loading. 

Attached Lock Mechanism 

Sliding washer provides clearance for 
screw translation while providing a 
barrier to screw back out. 

Superior Alignment Notch 

Facilitates midline alignment of plate 
when utilized in conjunction with 
Compression Pin and Compression 
Sleeve. 

Pre-Machined Lordotic Curve 

Accommodates normal anterior 
cervical lordosis. 

Bone Screw Diameters 4.0/4. 5mm 

Allow surgeon maximum 
bone purchase. 

Cancellous Thread Form 

Reverse thread pattern enhances 
screw purchase pullout resistance. 
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PREMIER" ANTERIOR CERVICAL PLATE SYSTEM 



Dear Fellow Colleagues, 

In recent years, semi-constrained plates have grown in popularity, due mainly to 
intraoperative flexibility in screw placement combined with the ability to allow for 
graft loading while incorporation progresses. The advantages of the PREMIER'" 
Anterior Cervical Plate System are to provide for axial load sharing of the graft dur- 
ing incorporation, and that pre-compression of the graft may be obtained both 
externally and internally during implantation. In addition, a unique lock washer 
system allows quick and easy implantation. 

The PREMIER" Anterior Cervical Plate System provides for axial load sharing via 
vertical screw translation along slots in the plate, while maintaining constrained 
fixation at the distal end of the construct, where loading is highest. The use of 
external, graft pre-compression helps to secure the graft in an optimal position for 
healing. The internal pre-compression component provides graft pre-load which 
we believe accelerates healing. 

The wide range of plate lengths available in the PREMIER*" Anterior Cervical Plate 
System accommodates the plating of single or multiple level anterior cervical 
fusions. Depending on the indication, internal and/or external pre-compression 
techniques may be applied to provide the same compression advantages to discec- ' 
tomy fusions as well as corpectomy struts. The unique attached bone screw lock- 
ing mechanism ensures that screw back-out will not occur. 

The PREMIER' Anterior Cervical Plate System provides versatile, straightforward 
instrumentation and features which will make the surgeon's experience as stress 
free as possible while providing the optimal environment for bony healing. In our 
hands, this has led to excellent clinical results. 

The following monograph introduces the PREMIER" Anterior Cervical Plate 
System, as well as many of our personal thoughts reflecting our current clinical 
practices and operative techniques. 



Sincerely, 





Thomas A. Zdeblick, M.D. Harry N. Herkowitz, M.D. 

University of Wisconsin William Beaumont Hospital 

Madison. Wisconsin Royal Oak, Michigan 
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PATIENT POSITIONING / ANTERIOR APPROACH 



I 

i 

. The patient is placed in the supine position with the head in slight extension. 
The posterior cervical spine may be supported to establish and maintain cervical 
• • ' lordosis. The surgeon must then choose a right- or left-sided approach. After 
this consideration, the head may be rotated to allow for adequate exposure of 
the cervical spine (Figure 1). < 

Typically a transverse skin incision is made. An avascular dissectWplane is 
developed between the esophagus / trachea, medially, and the ' 
' sternocleidomastoid / carotid sheath, laterally. Hand-held retractors may be 
utilized to provide initial exposure of the anterior vertebral column and the 
adjacent longus coli muscles (Figure 2). 




PATIENT POSITIONING / ANTERIOR APPROACH 



DISTRACTION ONLY 



After the vertebral column has been exposed, the longus coli muscles are elevat- 
ed and the "slotted foot" medial / lateral self-retaining retractor blades are 
securely positioned (Figure 3). Longitudinal retractors may be used to maximize 
the exposure (Figure 4). 





FIGURE 3 



A vertebral body distractor may be used. The distraction pins 
are positioned midline in the vertebral bodies adjacent to the 
level to be treated (Figure 5). The distractor is placed over tljo 
pins and the appropriate amount of distraction is applied. 






FIGURE 5 



DISTRACTION WITH PLANNED EXTERNAL COMPRESSION 

i. i 

If the external compression technique is planned for later in the procedure. 

the Compression Pin Placement Template can be utilized. By placing the 

Compression Pin at this stage, it can be used as a distortion pin pin can 

be used in conjunction with a distraction pin for the distractor Alternatively, 

^0 Compression Pins can be used for distraction. Use of the Template ensures , 

proper location of the Compression Pin later in the procedure (Figure 6). 



"The short height on the 
Compression pin provides 
flexibility in maintaining a 
minimal exposure, particularly 
in corpectomy cases. " 

-T. Zdeblick, M.D. 



"It is helpful to remove any osteophytes from 
the endplate, and to smooth the superior 
endplate prior to using the template. The 
template references the edge of the endplate 
and subsequent tissue removal changes 
that reference/' 

-T. Zdeblick, M.D. 




FIGURE 6 



The template also serves as 

a gage. If the template 
indicates that there is not 
adequate bone to place the 
pin, the anatomy is not 

suitablefor 
external compression." 

- H. Herkowitz, M.D. 
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Discectomies are completed at each level 
Pituitaries, curettes, and^kerrisons may be 
used to remove the disc material and cartilage 
to expose the posterior longitudinal ligament 
(Figures 7 and 8). 





FIGURE 8 



After the disc(s) have been removed, a 
corpectomy or partial corpectomy may be 
necessary to further decompress the spine. A 
rongeur may be used to remove a portion of 
the vertebrae. A high-speed drill with a large 
bore bur may be utilized to remove the 
remaining portion of the vertebrae (Figure 9). 
A curette is then used to carefully elevate the 
remaining bone anteriorly away from the dura, 
and a kerrison is used to clear the remaining 
bone and soft tissue: 



FIGURE 7 



6 



FIGURE 9 
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PATIENT POSITIONING / ANTERIOR APPROACH 



Once the decompression is completed, the bone graft receptor site is prepared. 
Endplate preparation consists of removing caftilage and a partial decortication, 
leaving a small posterior rim (Figure 10).' 

The dimensions of the corpectomy are measured precisely and the bone graft is 
shaped appropriately. Either autograft or allograft may be utilized. The gtaft is 
held and placed using a bone graft holder and mallet (Figures 11 and;12f. 




FIGURE 12 
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PLATE SELECTION AND POSITIONING 



: P PLATE PLACEMENT ONLY 
',, (NO COMPRESSION) 

Soft tissue and anterior osteophytes are removed 
from the adjacent vertebral bodies so that the. plate 
may sit evenly on the anterior cortex. Position the 
plate so that the superior screw slots are close to the 
inferior endrMate. This will ensure that as the settling 
occurs and the plate effectively shifts upwards, there 
is adequate vertebral body height to accommodate the 
shift {Figure 13). The inferior screw holes should be 
placed close to the superior endplate, angled away 
from the bone graft. This ensures good screw 
purchase. This will allow for placement of the fixed 
bone screws in the center of the vertebra. The edge of 
the plate should not interfere with the adjacent 
. unfused disc spaces (Figure 14). 




FIGURE 13 
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"By 'gardening the 
spine: i.e. ensuring that 
anterior osteophytes or 
graft prominences are 
minimized, the lowest 
profile consti-uct may 
be obtained. " 

-T. Zdeblick, M.D. 



FIGURE 14 



STEP 



1A 



PLATE PLACEMENT WITH COMPRESSION OR ALIGNMENT 

If the compression or alignment technique is desired, the Compression Pin should be 
placed with the Compression Pin Placement Template. If the Compression Pin was also 
used for distraction, it should remain in place for this step. Refer to the "Distraction with 
Planned External Compression" section on page 4. 

The Compression Sleeve is placed over the Compression Pin to serve as a spacer 
(Figure 15). The plate is then nestled against the Sleeve (Figure 16). Care should be 
taken to ensure that the upper portion of the slot is positioned just superior to the 
graft/endplate interface. 

As the plate is constrained by the Compression Sleeve, it also provides for alignment 
as the inferior portion of the plate is positioned. 




FIGURE 15 



"By placing the compression pin 

at the proximal end of the 
vertebra in the center, it ensures 
the plate is straight and there is 
sufficient room for the 
compression screws. " 

, - H. Herkowitz, M.D. 



"Use of the compression pin for 
alignment is particularly helpful in 
multi level cases, when visualizing 
both ends of the plate simultaneously 
may be difficult. " 

- T. Zdeblick, M.D. 



"For cases at the lower cervical or upper 

thoracic spine, the plate may be 
reversed, with the slot end inferior. This 
allows easier placement of the screws." 

-T. Zdeblick, M.D. 




FIGURE 16 
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PLATE CONTOURING 



STEP 



2 



The PREMIEfT Anterior Cervical Plate is provided with a pre-machined lordotic 
curve (Figure 17). If required, the plate may be contoured to increase the 
amount of lordotic curvature (Figure 18A) or decrease the amount of lordotic 
curvature (Figure 18B) by using the Plate Bender. A gradual bend should be 
made over the entire length of the plate ,and abrupt changes in curvature should 
be avoided. ,l 






FIGURE 18A FIGURE 18B 



9 



ATTACH THE PLATE HOLDER 



,1. 



STEP 



3 



The PREMIER" System Plate Holder may be attached to the plate in one of the 
slots. The tip of the Plate, Holder collapses when pressure is applied to the 
locking sleeve cap (Figure 19). Insert the collapsed tip into the slot. Releasing 
the pressure to the locking sleeve. cap will allow the Plate Holder to securely 
engage the plate (Figure 20). 




"Take care to align the 
plate vertically. By 

palpating the sternal 
notch, the inferior 
alignment can be 
verified. " 

-T. Zdeblick, M.D. 




10 



TEMPORARY PLATE FIXATION 



S T E P After the plate length has been selected and placed on the anterior cervical 

spine, a Plate Holding Pin can be placed in the plate to provide temporary fixa- 

4tion while drilling and placing bone screws. The pins are engaged in a Plate 
Holding Pin Driver to allow easy insertion into the bone {Figure 21A). Once 
seated, a Plate Holding Pin may be disengaged from the driver by applying 
upwarpl pressure on the locking sleeve (Figure 21 B). 





CONSTRUCT CONFIGURATION 



The PREMIER" System offers the surgeon the versatility of color-coded bone 
screws in two diameters '(Figure 22). 

i 

The same bone screw can be utilized in the slots or, the fixed holes. When the 
bone screws are placed in a slot, there is some intrinsic variability of placement 
longitudinally. ■ 





4.0mm 




FIGURE 22 



FIXED BONE SCREW PLACEMENT 



STEP 



6 



The Drill Guide or the Dual Drill Guide is utilized to place the bone screws in 
the fixed holes of the PREMIER'" plate. The Dual Drill Guide can be securely . 
engaged in the plate by applying light downward pressure on the handle 
(Figure 23) making sure to align the drill guide in the correct 12 c caudal 
angle (Figure 24). 





"Either the single or dual 
guide can be used for both 
the fixed holes 
and slots. " 

- H. Herkowitz, M.D. 
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Insert the selected Drill Bit into the manual Drill Bit Handle or a power drill. A 
^Circular Drill Bit Adaptor is provided. Place the Drill Bit into the Dual Drill 
Guide. Drill the screw holes using either the 13mm Drill Bit or the Adjustable 
Drill Bit with Adjustable Drill Stop (Figure 25). Scjrew length is determined by 
the depth of bone purchase required (Figure 26). 

If required, a controlled penetration of the posterior cortex may be achieved by 
setting the Adjustable Stop to the appropriate depth. The Adjustable Drill Stop 
provides settings in 1mm increments. 




■ 



FIGURE 25 



"I adjust the screw length depending on the size of the 
vertebra, the quality of the bone, and the diagiiosis. 

For trauma cases, longer screws that come close to the 
posterior cortex are used. 1 use 15mm length most 
commonly for degenerative cases. " 

-T. Zdeblick, M.D. 



SCREW LENGTH/ 
BONE PURCHASE 



j — 

1- 




FIGURE 26 



TAPPING VERTEBRAL BODIES 



STEP 



8 



The PREMIER" System Bone Screws are provided self-tapping (Figure 27). 
However, if desired, the Bone Screw Tap can be inserted into the pilot hole at 
the same angulation that was drilled to tap the vertebral bodies (Figure 28). 




4.0mm 




FIGURE 27 




"ljind it necessary to tap when extremely hard 
bone is encountered. " 

- H. Herkowitz, M.D. 
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IMPLANT BONE SCREWS 



STEP 



9 



If required, a Depth Gage 
may be used to confirm 1 the 
depth of the pilot Hole for 
proper screw length. The 
Depth Gage works through 
the plate (Figure 29). 

The appropriate screw can be 
verified using the Screw Gage 
located in the Bone Screw 
Block (Figure 30). 

Insert the appropriate length 
bone screw through the plate 
using the Screwdriver and 
preliminarily tighten the 
bone screw (not final 
tightening). The Screwdriver 
has a tapered, self-holding tip 
to provide for easy insertion , 
of the screw. 

The preferred method of 
bone screw insertion is as 
follows: 

Drill both fixed holes with the 
Dual Drill Guide, tap if 
desired, place both bone 
screws and incrementally 
tighten. Remove Plate 
Holding Pin with Plate 
Holding Pin Driver if 
appropriate. 

Applying the bone screws to 
the fixed portion of the plate 
provides an anchor point for 
the compression techniques 
that follow. 



* 



■ 





FIGURE 30 
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EXTERNAL COMPRESSION 



STEP 



10 



If desired, the external Compressor can be utilized after both fixed screws 
have been placed to anchor the plate. The Compressor can be utilized in the 
intermediate slot and with the Compression Pin to achieve up to 2mm of 
compression (Figure 31). The Compression Pin should have been placed 
previously with the Compression Pin Placement Template during the initial 
stages for distraction or during plate placement. By removing the Compression 
Sleeve, a space is left between the notch in the plate and the Compression Pin 
(Figures 32 and 33). 



The Compressor has a ratchet to maintain the applied -compression during the 
next step, drilling for the slot bone screws. 




"For the majority of cases, the 
dynamic compression slot alone will 
provide adequate compression. I use 
the external compressor for multi 
level corpectomies or to correct a 
grafting deficit. " 

- T. Zdeblick, M.D. 




FIGURE 32 



FIGURE 31 




FIGURE 33 
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INTERNAL COMPRESSION / SLOT BONE SCREW PLACEMENT 



The PREMIER" System provides a Single or a Dual Dynamic Slot Drill Guide 
for placing bone screws in the superior slots that include the dynamic 
compression ramp. In order to utilize the compression ramp, the Drill Guide 
should be placed at the top of the slot with gentle pressure pushing the gliide up 
to the top of the ramp. Placing the bone screw in this most superior position 
will ensure interference with the compression ramp as the bone screw is fully 
tightened. 

The Dynamic Slot Guides do not lock in the plate like the fixed hole guides. 
The unique geometry of the Drill Guide helps to reference the slot and still 
provides some variability longitudinally in bone screw placement (Figure 34). 

The dynamic slot bone screw holes should both be drilled prior to placing bone 
screws to ensure parallel placement of the bone screws. As described previously, 
the pilot holes may be tapped if desired. The optimal angulation is 12° cephalad. 
However, when placed in a slot, the bone screw angulation may be varied up to 
+20°. The medial /lateral angulation is 6° convergent. 

The superior slot bone screw should be placed as described previously with the 
Screwdriver (Figure 35). Once the bone screws are started, the external 
Compressor can be removed and the Compression Pin should be removed 
before engaging the dynamic compression ramp. The bone screws should be 
incrementally tightened alternating between the two as they engage the dynamic 
compression ramp to ensure gradual and equal compression. 





FIGURE 34 

FIGURE 35 
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STEP 

12 



Final tightening of all screws is done sequentially so that the plate is evenly 
applied, to the anterior cortical surface of the spine (Figure 36). 




"For multiple level discectomies, 
1 typically place two screws in 
each intermediate vertebral body 
for additional fixation. " 

-T. Zdeblick, M.D. 




"I prefer to tighten the screws sequentially^ 
starting inferiorly and finishing superiorly/' 
- H. Herkowitz, M.D. 




FIGURE 36 
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STEP 



13 



All of the PREMIER" System Lockscrews are attached tb the plate in the 
unlocked or up position. Once all of the bone screws have been securely seated 
in the plate, the Loc;k Washer should be translated into the locked position 
(Figure 37). Once the washer is in the locked position covering the bone screw- 
heads, the Lockscrew Driver is engaged into each Lockscrew and tightened 
( Figure 38). The lockscrew mechanism is now firmly secured. 
Note: Tighten the Lockscrews starting at the inferior (fixed screw) end of the 

P late - • ' * , . ' . 

All Lockscrews within the plate must be fully engaged and tightened before the 
procedure is complete (Figure 39). 





UNLOCKED 



FIGURE 37 




LOCKED 




FIGURE 38 



"The PREMIER'" System has improved my fusion 
rates on interbody as well as strut graft fusions. 

It has also shortened my patients' rehabilitation 
time, brace use and gotten my patients back to 
normal activities much sooner." 

- H. Herkowitz, M.D.. 



FIGURE 39 

20 



premier? 



A mechanical testing standard exists to 
provide a basis of comparison between 
spinal implant assemblies. The current • 
accepted standard of comparison is outlined 
in ASTM F1717 - Standard Test Methods for 
Static and Fatigue for Spinal Implant 
Constructs in a Corpectomy Model. The 
protocol for anterior cervical plates provides 
for a corpectomy model without a graft or 
spacer, and a 35mm spacing between 
inferior and superior bone screws. Plates 
and bone screws are assembled in the 
configuration shown (Figure 40). In order to 
determine the endurance limit of a system, 
constructs are tested at various loads to the 
number of cycles that it can sustain prior \o 
failure. The endurance limit of a construct for this protocol is the maximum 
load that is endured for at least 5,000,000 cycles without a failure. The 
PREMIER" and other systems were subjected to the standard corpectomy 
compression fatigue test. All testing was performed at an independent test 
laboratory (Figure 41) and complied with the protocol previously mentioned. 




FIGURE 40 



RUNOUT AT 5,000,000 CYCLES IN COMPRESSIVE FATIGUE (ASTM F1717) 



30 



FIGURE 41 
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ANTERIOR CERVICAL PLATE SYSTEM 



ANTERIOR CERVICAL PLATES 



6860123 
6860125 
686<)i27 



686 0130 
6860132 



6860135 
68601 37 



6860140 



6860142 



6860145 



6860147_ 
68601 50_ 
6860152 " 



6860155 



686015.7 



6860160 



DESCRI PTION 



23mm Plate 



25mm Plate 



27.5mm Plate 



30m m Plate 

32.5mm Plate 



35mm Plate 



37.5mm Plate 



40mm Plate 



42.5mm Plate 



45mm Plate 



" 47.5mm Plate 



50mm Plate 



52.5mm Plate 



55mm Plate 



57.5mm Plate 



60mm Prate 



6860162 



6860165 



6860167 



"6860170 



6860172 



6860175 



6860177 
6860180 
6860182 ' 



6860185 



68601 87 
6860190 



'6860195 



6860200 

'"686bT6r 



6860210 



DESCRIPTION 



62.5mm Plate 
65mm Plate • 
67.5mm Plato 
Hwtrmf Plate 
~72~!5mm Plate 
jTmrnPlal?' 
77.5mm Plato 
80mm Plate 
" 82.5mm Plate 
85mm Plate 
87.5mm Platr 
90mm Plate 
~95mm Plate 
"ToOmm Plate 
"ioSmni Piate 
"TlOmm Plair 



SELF-TAPPING CANCELLOUS SCREWS 



68600JCI 

6860011 


4 0 v 1 fimm Self-tappine Cancellous Screw 
" 4.0 x 11mm Self-tapping Cancellous Sctew 


6860012 
686001 3 


4 0 x 12mm Self-tapping Cancellous Screw 
4.0 x 13mm Self-tapping Cancellous Screw 


6860014 
6860015 


4.0 x 14mm Self-tapping Can iceUous Jcjrew _ 

4.0 x 15mm Self-tapping Cancellous Screw 


6860053 L 

6860055 


4^ 1 3rmnJI_eJ^ — ■ 

4.5 x 15mm Self-tapping Cancellous Screw 



.6860016 
_6860gi7^ 

6860018 
_6860019_ 

6860020 



6860057 



_4-0 x lbm^^ Screw 

_ ^.O^ljtom^ 

. 4.0x28mmJ>elf^p2nj^^ 

"TTox 19mm Sejfjajyingj:^^ 

" ~ 4.0 x 20mm_Se]f : tanpm^ 



4 •^A7^-2}.. S - e . 1 t t - a -PPiilS- Caji^ii^J?^ 1 ^ -. 



INSTRUMENTS 



" 6860402 
6^86040f__ 
6860406. „ 
6860408 
6860410 
6860412 
686041 5 
6860417 
686042O 
6860443 



D E S C R I P TION 



Plate Bender 
_Plate Holding Pin 

J!l?l£_y u Pil 

Plate Holder 

DrilJ Guide 

Dual Drill Guide 
Dynamic Slot Drill Guide 
Dual Dynamic Slot Drill Guide 
Dual Guide Temporary Pin 
13mm Drill Bit. Tri- Plat 



6860455 

6860460 ~ 

6860465 

6860468 

68604 70 

68604?2 

6860482 

68604X4 

6860500 



RESCRIPT ION 



Adjustable Drill Bit.Tri-Flat 
Adiustabje.pri]l_Siop_ ... 

Circular Bit Drill Adaptor 

Depth Gage 
Drill_Bil Handle 
4.0x1 3mm Tap 
Bone Screw Driver 
Lockscrew Driver 
Implant/ Instrument Case 



COMPRESSION INSTRUMENTS 



6860510 
6860516 
6860521 



DESCRIPTION 



Compressor 
Compression Pin 
Compression Sleeve 



6860525 
6860531 
68605 50 



DESCRI PTION 



Compression Pin Placement Template 
Compression Pin Driver 
Compression/Auxiliary Instrument Cast- 
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Intraoperative: 

; Am available instruction manuals should be carefully followed. ..... 

2 A. all nmes extreme caunon should be used around the spinal cord and nerve roots. Damage to nerve* wilt cause loss ot neurojoeicaJ junction* 

i when the configuration of the bone cannot be fined with an available temporary internal fixation device, and contouring is absolute^ neeessarv. in* recommence ma: >:u :: - 
gradual and great care be used to avoid notchinc or scratching the surface of the dev,ce<s). TW-cemponrnii should not oe repeated*- or excessiveiv anv mote man atwoiuirn nev.es*-". 
The components should not be reverse bent at the same locaoon. . 

1 The imolam surfaces should not be scratched or notched, since such actions may reduce the funcoonal strength ot tne commie. 

5 Bone srafts must be placed in the area io be fused and the graft must be extended from the upper to the lower veneorae to be ruseu. 

I. bone cement should not be used since this material will make removal of the components difficult oi tmpossibiv. Tne nea: generated trom tnc curing process ma* -lM.i-i.M- no.muo,... 

7 k^cKusthc sofiSsucs. all of the screws should be seated onto the plate. Recheck the tightness of all screw* a:ic: finishing to make sure mat none ha> warned dmux'th. r.cr.:.r «... 

' '• of the other screws. Also make sure tne slicing wasner is nos.uonrd over me heads of the bone icrru* anc sevurec ugmn to t.,e nta:r wt::>. tnc *«.<v,e*« vr.iv.iv .o * .v»... ... >. . 

loosening. Caution: Excessive torque on the tnrcads mav cause the threads to strip in the bone, rcaucing tixatior. 
Postoperative: Tne physician s postoperative directions and warning? to the panent and the corresponding patient compliance, arc extreme* tinnorun: 

5" Detailed instruction* or. the use and limitation." of the device snould be given to the patient. If partial weight-beanng is recommended or required mi* t > hew- umor. nw rw:.t::: >.:•;•■ 
be warned that benrfms. loosening or breakage of the components are complications which can occur as a result oi excessiw ot earn wf.imMvam:- f>: mus*...-. 
of bendine loosVmng.'or breakage oi a temobrarv internal fixanon device during postoperative rehabilitation mav be increased ti me patient .> armv rr tne pawn: j.-...nu.. « ii-i.t. nu 
or otherwise unable io use crutches or other such weight supporting devices. The patient should be warned to avoid fails or sudara ioi:< in tninai po>::.u:: „.„,.;.,„... 

2 To allow the maximum chances for a successful surgical result: the patient or device should not be exposed io mechanical vacations mat ma. iron tor jrvue mn, ttu> 1 f» ; tune i^ *i. m . 
be warned of this possibilirv and instructed to limit and restrict physical acrivines. especially lifting and twisting motions and any type ot spen participation lm- panem »noj... • ju»h». 
io smoke or consume alcohol duhng the bone graft healing process. ...... t^ 

} Tne patient should be advised of the:r mabilirv io bend at me point oi spinal fusion and taught to compensate tor this permanem plivsip. restiution :n ihki\ .m»ti.«.. 

A. If a non-union develops or if the components loosen, bend, and/or break, the devices) should be revised and^or removed immediately- wmir si-nom :n:urv <x t u:.- Famtu i.> .t..i .«oi .. 

dclaved or non-union of bone will result in excessive and repeated stresses on the implant. Bv the mechanism of fatigue tnese stiesses can cause eventual nenum,;. u^«-:.:. ^ ■ : > ; 

the deviceis|. It fc important that immobilization of the spinal surgical site be maintained until firm bony union is established and contirmed bv roemceiiogiaphu exammaiio., im !'"..« ... 

must be adequately warned of these hazards and closely supervised to insure cooperation until bony union is confirmee. 




breakage, which could make removal impracucal 

6. SS SrV«nTu«^kMhe final decision on implant removal, it is the position of the Orthopedic SurgicaUlanufacture.s ^^^»^^SSlt tC-tT- 
individual patient bone fixation devices should be removed once their service as an aio to healing is accomplished, particular*- ,n vounger and mote a cine pa,iem> Am a. u»i. » .. m.« 
Seduce ffid tite Into considerahon the potential risk to the patient of a second surgical procedure and tne difficulty ot removal. Implant removal, snould no lulled l» »*-*,a:. 

7. AmTmeved KSR^I^SdS^h a manner that reuse in another surgical procedure ,s not possible. As «M. all orthopaedic implant-, no,,, of me PRIiMIFK" Ar,e,.,i irm, 
Plate Svstem components should ever be reused under any circumstances. 

Packaging: Packages for each of the components should be intact upon receipt. If a leaner or consignment system is used all sets should ^^^^SiSPS^!^* ^ <U ' ,n?H,m ' n ^ 
shlKfcarefully checked for lack of damage prior to use. Damaged packages or products should not be used, and should be returned to MEDTRONIC SOrAMOK D.ASEK 

rw rtt ,t am it, a rinTi ™A HeaninP- All instruments and implants must first be cleaned using esublished hospital methods before sterilization and introduction mio a siniie siir B u al ti. 1J. Addit.onalU 
^^fsTnTim^an^a^ a surg.cal field must firft be decontaminated and cleaned u»,n F est. bi.siicd hospital memoes Wok- RnU »« .««.«.«»« 

into a I sSe smwcaJ field. Cleaning and decomammation can include the use of neutral cleaners followed bv oeion.zed water rmsr. 

Note- Certain cleaning solutions such as those containing caustic soda, formalin, glutaxaldehyde. bleach and/or other alkaline cleaners may damage some devices, particularly instruments: these 



solutions should not 
Also, certain instruments may require dismantling before cl e a nin g. 

All products should be treated with care, improper use or handling may lead to damage and possible improper functioning of the device. 

ui^nolJd orherwueon the package labeling, the PREMIER " Anter.or Cervical Plate Svsiem components arc provided no.i-ster.lo. These products need m bv Meant sterilized bv the hospital us.hl- 
one of the following methods: ' 

NOTE- The followinfl note applies to the process narameter ider.tified with the ™ beloxv: For use of this product and instninicnts musidv tlh- Uinttnl Siate>. sonic m.„f.S. Heahli Cat* ' AnihuritH- 
recommend Mcnliwm?accoroin P to these parameters so as to minimize .he potential mk oi transmission ofOcutztrldt-lakob dwva>,-. espeC'^ «>1 *»tt** m<inmuM„s lhi.1 u.uld tuinv rml- 
contact with the central nervous system. 

Method Cycle Temperature Exposure Tune Steam Gravity 2M)'F (UTC) 30 Mm. - Steam Gravity 273'K (B-t'C J IS Mm Sivam Pi. -Vac mm, 2?<VP \\ iro * Mm . 

Reinmr ^acU^r^iaienais>.or to sterilization. Us. only sterile products in the operative field. A»«e. surcerv. immediately d^ontnminan-. clean, and rrsu-uhn- brlnr.- handhnf ot (.1 appluabl. ) 



return to MEDTRONIC SOFAMOR DA NEK. 

Produa Complaints: Am Health Care Professional (e.g.. customei oi use, ot th,< svstem ol producui. has anv complaints or who has rxprrienc.-d am dissauslactio,, in tUv pr^i qwta«. 
idenrnv. duSSSrriQbUiiv. «l«v. efiectivencss and/orVformance. should notitv ,hc distrihuto,. MEDTRONIC SOFAMOR DANlik. l-urthv, ., anv ». ™^^***™**" 
Plate Svstem components ever ■ malfuncnoiu/ .. ... does no, meet any of its penormance spccilka.mns o, othrrxv.se no, peiiorui a> intended,, or is suspect. d oi dot, B so. t . o > o d 

be noti'ficc .mmed.ateiv. !f anv MEDTRONIC SOFAMOR DASEK product ever -malfunction^ and mav nave cuusal o- t on;i,l.t:,^ :o tnr d«Mi I, o, si-r.on, m.un „t ., patiriii. il «• diM mi>.i r >«,o d 
be notified Immediately bv telephone, iax or written corresm>ndc-nc« When filing a compia,.,,. please prinidr thr f o.upo..o,,l,>) namv and numbei. M .n.i.Hx-.iM. vour nat.K- and address, the naiure 
of the complaint and notification of whether a written report iron ihv disiriiminr is requested. 

Further Information: Recommended directions foi use of tins svstem (surgical operative u-chniques| a.e avaibbk- at no ciiaig..- upon r.^uc:. It lurihn u,ti.,m.u.un is iu-.-deJ ... i^uircd. please con- 



I N USA 

Director. Customer Service Division 
MEDTRONIC SOFAMOR DANEK. Inc. 
IKUO Pyramid Place 
Memphis. Tennessee 3S1J2 

Telephone Numbers: 

l-KMUHMIi? 

1.800-933-26.^ 

o: 901-3%-31J3 
Telefax Numbers: 

yOl-3%-0356 

m 90l-332-392f) 

IN r.UROPF 

. Telephone Number: (33) l.49.1X.Ku.(Ki 

Telefax Number: (WH.49.3*.WMn 

MEDTRONIC SOFAMOR DANEK Intrnulmiai 

Snfamor S.N.C 

1 j. rue dc la I'erdriN 

K.C.S. Rubignv IH.I7 U»4M 

9SW0 TREMttLAY F.N FRANC I 

• .nuhnrized EC u-prvrnativi- 
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